
DEPA EN-I- OF HEA AN SERVICES 

evices; Classification for fntraora Devices for S and.lor Obstructive 

AGENC nis~atio~, HH 

V: The Food and Drug Ad~inis~atiun ( A) is proposing to e assify the intraoral devices 

ng Anton obst at simply snoring an 

sleep apnea., er the proposal, the i~~aoral devices for snoring a 

would be elassi into class 11 (special contra s>, The agency is pub ishing in this document 

the re~o~endatio~s of the Denta Devices Panel (the Panel) regarding t 

devices. After cunside~ng public ccm&ents on ~lassi~~atio~~ A will publish a 

final regulation c assifyi~g these devices. This action is eing talcen to establis s~f~cie~t regulator 

controls that wil provide reasonable assurance of the safety and effectiveness of these devices. 

elsewhere in this issue of the Federal Register, F!DA is publishing a no 

ante document at would serve as the special con 01 if this proposal becomes final. 

tit written or electronic conxnents by [insert date 90 

in Gze F&leral Re@ster]. See section VII of this document for the proposed effective date of 

ADDRESSES: su mit written comments to the Dockets Management Branch (~FA-~~5~, Food and 

ockvilfe, MD 2 852. Submit e 

ov~dockets/eco~e~ts- 



~N~~~~AT~~N CONTACT: Susan Runner, Center for Devices and Radiological 

Ad~nistration, 9200 Co 

rug, and Cosme~c Act (the act) (21 1 et seq.), as amended 

y the 

Safe Medical evices Act of 1990 ( e SM~A) (Public Law nd the Food and 

Adminis~atiu A) (Public Law 105-f 15), esta ed a 

e regulatiu~ of medical devices intended for human use. Section 513 

360~) established three categories (glasses) of devices, 

regulator Mongols needed to provide reasonable assurance of their safety a 

three ~atego~es 0 devices are class I (general con~ols), class II (special contra 

e act, devices that were in commercial dis bution before 

1976 ( ate of e~a~~ent of the 1976 ~endments)~ generally referred to as 

ed after FnA has: (1) Received a re~o~endation from a ice ~lassi~~ation 

advisory co~ittee); (2) published the panel’s re~o~endation for foment, alon 

ulatio~ classifying the device; nd (3) published a final regulation c 

most preamendments devices under these procedures. 

evices that were not in ~o~ercial dist~bution enerally referred 

endments devises, are classified automatically by statute (section 513(f) of the act) 

without any A ~l~rna~ng process, Those devices remain in class III and require 

d until: (1) The device is reclassified into c ass I or II; (2) FDA 

e device into class I or II in accordance with new section ~I3(~(2) 

of the act, as amended by AMA; or (3) F’DA issues an orderTin 
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ly equivalent, u der section 5 13(i) of the act, to a predicate device at does not require 

approval. The a ency determines whether new devices are substantially equivalent to 

reviously offere devices by means of premarket noti~~ation ures in sg~tion 5 10(k) of the 

as been classified into class III ay bg m~keted, 

arket notification procedures, wi hout submission of a premarket ap 

nal regulation under section SlS( 

arket approval. 

and the regulations, A consulted with the Pa A advisory 

ttee, reg e classi~~ation of the 

S eviees were arketed prior to t e enactment of the I97 ents. Intraoral 

e removable medica devices that are fitted i 

reduce or eliminate snorin n sume cases, the devices may also be use to treat obst~ct~ve sleep 

apnea. Intraora evices to treat sno~ng and obst~ctive slee 

Mandibu~~ re ositioners, tongue retaining devices, a d pafatal lifting devices, The treatment is 

vasive and reversible treatment option. All o these devices provide the same 

thera of increasing the ph~ngeal space to improve the patient’s ability to exchange 

air. grease in airway space decreases the air turbulence, w is a causative factor in snoring. 

ovable devices, lantable screw devices that 

a su~ring technique as part o a surgical proce ure to lift the intra0l-a 

ngeal patency (airway space). Imp anted screw devices are not ine 

xtraoral devices, such as nasal dilators, are classified separately as ear, nose, and 

is classi~catio 

Recently, a * crease in interest from the dentaf ~o~unity to provide treatment for patients 

who sn rw ave obst~~tive sleep apnea has resulted in an influx of premarket noti~cation 

SU ese devices to the agency, T e ma~o~ty of these ne\;v devices are designed as 



e sponsors of these devices p~rn~~y see s fur the reduction 

some seek claims fur ~eatment of s 

he devices’ specific intended use(s) and safety considerations relatin 

endat~ons regar 

which was held on ovember 5, 1997, the Panef made the following 

e classification of intraoral devices r s~o~ng and/or obs 

T anel reconxnen ed that intraoral devices for snoring and/or obs~ct~ve sleep apnea be 

evices that are worn over the natura teeth (not dentures) to im 

patency (assay space). The devices are untended o reposition and su 

osition, lift the soft palate, or retain an support the tong its associated 

to increase airway space. ith an increase in airway space, there is less air rbufence, resulting 

o afso suffer from obstructive sleep apnea, the resulting 

increase in air neic episodes, 

eco nel 

shoul 

anel unan~mousl ed that the intraora devices for snoring an 

and obst~ct~ve sleep apnea e classified into class XI. The Panel 

ocument as the special control woul 

effectiveness of the devices. e Panel believed that the guidance document 

abeli~g and advised that the sabering include the followings 

ay cause tooth movement or changes in dental occlusion. 
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a ay cause gingival or dental soreness. 

a e device may cause pain or sore 

a ~seoft evice ay cause obs 

a se of the device ay cause excessive sa 

a 

disease. 

used in patients w oose teeth or advanced pe~odonta 

evice is contraindicate for patients who have congeste 

evice should not be used in patients w 0 are stiff growi 

nea. 

After reviewing the in ation provided by A and considering en discussions 

t an and the Pahel members’ personal owledge of an clinical experience wi 

el gave the following reasons in support of its endation to classify 

the ge~e~c e of in&oral devices for sno~~g and intraoral for s&ring and obst~ctive 

to improve oro~ha~ngea~ patent 

efieves that intraoral devices for snoring and intraoral 

d be classified into c ass If because special contro s, in addition to 

general controls, would provide reasonable assurance of 

there is suf~~~e~t info ation to establish s controfs to provide such assurance* 

2. ieves that the benefits to e&h from use of the 

the n risks. 

IFIDA that sufficient data already exists to support safe and effective 

ese devices for to treat or con&of simple snoring 

ction of the airway. 
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Sno~ng is a medical em that can cause 

foully* causes excessive daytime drowsiness. 

artners to slee 

Dur‘i e Panel meeting, a practitioner an researcher of sleep disorder medicine testi~ed 

at many patients experience relief from obst ctive sleep apnea an simple snofifig wit 

e association published a literature review 

the use of oral e-vices for the treatment of snorin (Ref. 3). The review a~a~y%ed a corn 

blicatio~s coverin 320 patients. The authors concluded that e v~atio~s in devic 

e results consistently em~ns~ated an i provement in snotin 

snoring with the use of oral devices. The aut 1s~ reported tha 

ee varies from 50 to 1 

analysis of risk factors for mortality in s eep apnea patien 

tes indirectly to mortality, most likely as a risk ype~ens~o~ (Ref. 

at there is an association between mortality and impaire 

in an age 

ing to representatives of the Sleep Disorders Dental Society, the success rate of 

evices is well do~u ented (Ref. 1, p n one study, the role 0 

liances in the ~eatment of obstmctive slee nea was reported. The study eva~~ated 

patients wi apnea and concluded that the 

d to moderate obs 

Another study corn ared oral devices to nasal continuous pusitive rway pressure (c- 

e authors report d that oral appliance thera y is an effectjive &gatmgnt 

who suffer fr derate obstructive sleep apnea an noted that fewer side effects ex 

patients reported greater satisfaction from 

with nasal C-PA 



raoral snoring and obstructive sleep a nea devices may oderate risks to hea 

el ~de~ti~ed the fo lowing risks they believe the use of intraoral eviees present: Dental 

soreness, gingiva soreness, TMJ dysfunction syndrome, obstruction of oral ng, and tooth 

movement. 

ival soreness may result from ssure on oral structures w 

oning device. Soreness of palatal tissues may result from 

dysfunction syndrome may result from use o e devices if the 7’ J is strained or if the 

rnusc~l~ attac ents are sketched for prolonged periods. Joint ysfu~ction or disco rt may 

occur from unfavorable loading even if e mandible is repositioned approp~ate~y* Oral a 

ot include a brea ing space can com~~etely obstruct oral breathing, rcing the patient 

e t~u~gh the nose. Loosening or flaring of lower anterior tee or general tooth movement 

ay result when a mand~b~lar repositioning device exerts pressure on the teeth. ~e~odontally 

compro ‘sed teeth are especially snsceptib~e to bung. 

On the basis of its rev ew of the litera~re an e Panel’s reco~endation that these devices 

e classified into class IX, FIDA believes that intra snoring and/or obs~ct~ve sleep 

resent an ~~easo~a le risk to health and that the gui ante, “Class 11 Spec 

guidance ~oc~rne~t~ intraoral Devices for Scone eep Apnea: as a special 

, in addition to general controls, would provide reasonable assurance 

effectiveness of evices. 

le information, FDA be ieves that, in addition to general controls, the 

ocume~t, “‘Class IX Special Controls Guidance Docume 

ndustry and FDA,” is adequate to address 

the risks to heal above. As discussed below, sections of ~idan~e address the risks 

to healt y prov~d~ng material composition and biocompat~bjl~~ reco endat~ons, providing 



re~o~endations, des~~bing when clinical data are needed, and identifying the 

~~~n~Ga~ observations that should comprise these data. Other sections i 

composition a ~~io~ompat~bi~ity info~atio at address the risks to b~alth. 

1. ate 

and bio~umpatibi~i~ re~o~endations in the guidance document help 

prevent intraoral alatal, or dental soreness by ensuring t terials used in t 

can aintain d sional stability, do not leech any chemical compounds into the ora 

at~ent contacting surfaces ap~rop~ate to the design of the dev 

2. elin 

labeling re~o~endations in the guidance document include ~on~aind~cat~ons, w 

precautions, an erections for fitting, use, and care of these devices. FDA be1 

ions heEp ensure that these devices are used correctly atients for 

ata are necessary, they should demonstrate a reduction in snoring an 

apne~~ episodes for intraoral devices for snoring and/or obs ctive sleep apnea, 

ction in snoring shou d be based on cfinical observation. Redu~~on in apneic 

episodes shoul be based on baseline and post~~nse~ion pulyso~o~ams that include measuremen 

disturbance in ex, apnea index, duration of the apnea, and oxygen saturation* 

pkiance with the reco~endations in the guidance dot-u 

cumb~ned general controls, wil provide reasonable assura cg of the safety and 

eff~~t~veu~ss of i devices for snoring and/or obstructive sleep 



Inform 

elieves the intr oral devices for skXing and/or obstructive sleep apnea shoul 

1 because the special control, in addition to general controls, would provide 

ce of the safety and effectiveness of the devices, and there is suf~c~~~t 

establis ecial controls to provide such assurances 

ency ed under 21 C R 25.34(b) that this action is o oes 

not individually or cumulatively have a signi~cant effect on the human e~viro ent, Therefure, 

er an environmental assessment nor an environmental impact statement is required. 

as examined th le under Executive Order 12866 and the 

ihty Act (5 USC. 601-612) (as amended by subtitle 

ess Act of 1996 ( 4-121), and the unfunded 

ublic Law ~~4~)). xecutive Order 12 66 directs agencies to assess alif costs and 

le regulator alternatives and, when regulation is necess 

aximize net benefits (including potential economic, e~viro 

and safety, and other advantages~ dist~but~ve im~acts~ and equity). The agency believes that this 

proposed rule is ~~ns~s~en~ with the regulatory ph~lusophy and principles ident~~ed in the Executive 

addition, the prop sed rule is not a s~g~i~cant regulatory action as de 

xe~utive order so is not subject to review un e Executive or 

Flexibility Act requires agencies to analyze regulator options t would 

unique any s~gn~~ca~t impact of a ru e 0x1 small entities. Manufacturers of unclassi~g 

~reame~dments devices are a ady subject to the general con&ofs of the act intruding prem~ket 

~ot~f~~atio~* at manufacturers, i &ding small manufacturers, are a~eady 

substantially in co liance with the reco~endations in the guidance document that would be 



e special control for the erefore, believes t at the rule wil impose no significant 

eeono act on any small entities. The agency therefore certifies le, if 

ificant economic impact on a substantial nu er of small entities. In 

, this proposed rule will not impose costs of $100 mi ion or mare on either the 

r State, local, and ibal governments in the aggregate, and t 

A tentatively concludes that this propose rule contains no info 

y the Office of Management and Budget under the Paperwor eduction Act o 

ons may submit to t e Dockets Management Branc (a&-jrgss above) written 

or electronic co ents reg~ding this proposed rule by [i~erf date 90 afler date 

ederal RegisterJs wet copies of any co ents are to be submi ted, except that ~nd~v~dua~s 

et number found in brackets 

nt. Received co~ents may be seen in the Dockets anagement 

pm., Monday through Friday. oses that any fina 

roposaf become effective 30 days after its date of publication in 

g references have been placed on display in the Dockets Management 

ess above) and may be seen by interested ersons between 5, a.m. and 4 p.m., Man 

Friday. 

ntal Products Pane ~eetjng, November 3-5, 1997, 

e ~~~~~~~~a~ Re~~s~~j~~i~~ evice: Role in the 

.794--800, 1996 



3. t-~Qwara, w. et a pfiances fur the 

Apnea: A ~~vj~w~” , no. 6, pp* 501-51 

Apnea Research ~~~a~ity in Sieep Apnea A ~~~t~va~at~ Anaiysis 

8, no. 3, pp. 149-l 57, 1995. 

A. et af., ‘“A ~a~do~~~d ~~~ss~ve~ tudy of an Oraf Ap 

sitive Assay F%ssure in t nea,” Chest, vol. 109, 

erefure, under the Federaf Food, Dntg, an Cosmetic Act an 

ss~~~gr of Food and Drugs, it is proposed that 21 CFR 

subpart F as fa 

832 be amended in 

S570 is added to sub 

Infraaral devices for snoring and intraorai devices for snoring and ~~~~r~c~iv~ 

sleep apnea, 

oral devices fur snoril-r and intraoral devices for snoring and ~~st~ctiv~ 

sleep apnea are devices at are worn dwing sleep to reduce the incidence of snoring and to treat 

devices are designed to inuease the patency of the ai~ay and to 
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decrease air tu &rway ~~st~~t~uu. The ~~ass~~~ati~n includes palatal lifting devices, 



P 


